T

| DOES MULTICRITERIA DEC(SYON LYSISO
MEDICAL DEVICES IMPROVE THE OBJECTIVITY OF
REIMBURSEMENT DECISIONS IN HUNGARY?

Max. score

cardiovascular disease, mental health)

1.2 Policy priorities (telemedicine, techniques reduce 7
hospitalisation, minimal/non-invasive techniques,
rehabilitation, prevention)

Chronic disease with life threatening consequences
Acute disease without life threatening consequences

Chranicd life threatening consequences

4.1 Incremental cost effectiveness ratio 15
4.2 Health gain/patient 15

6.1 Opinion of Professional College 3

6.2 International experience 3

6.3 Level of scientific evidence 4
Total health gain

T

@ evemsz [

Research of the application of MCDA
on medicines

e |t was tested in 30 former evaluated dossier of
medicine.

« Aim: choosing dossiers with different type of
cost-effectiveness analysis (CCA, CMA, CEA,
CUA)

» Focusing on the budget impact, the health
benefit and keep confidentiality

w svevsz HEE
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The conclusions of the research

¢ The scoring system consists of less relevant aspects for
medicines, due to it was developed for medical devices
and procedures.

« Development of one scoring system of all technologies is
difficult, due to the diversity of technologies.

¢ Even so the MCDA:
— increases transparency,

— considers other aspect beside the cost-effectiveness
and budget impact analysis.

It would be a huge challenge to implement the MCDA in
the daily practice.

L4

R ACMEN Rl ot insituie for Qualiy and Organizational Developme
"3

Thank you for your
attention!

<& svavszi [T spizational Development in Healthcoreand.
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New Oral Anticoagulants in
atrial fibrillation - consultation
paper

Veronika Doczy
25.11.2013

Purpose

» to present an example for the consultancy work of GYEMSZI TEI
= impact of NOACs in AF
— AF one of the most frequent CV disease -» large population
— severe consequences (e.g. stroke) = high disease burden
- new era of the freatment: new generation of anticoagulants
~ significant Bl
= important health policy issue
« GYEMSZITEI
— evaluated

+ the relative effectiveness and
= cost-effectiveness of this new group of medicines
~ 1o provide
+ evidences and
= an infernational review for the decision making process

@ ByEMsz [ iuie for Quaily- and Orgonizational Development in Healthcare and Medicines
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Content

anticoagulation in AF

relative efficacy / effectiveness
cost-effectiveness
Bl

summary / conclusions

%_SYEMgzz  National lnstiuie for Qualiny

Proven efficacy

Low bleeding risk

Fixed dosing

Good oral bioavailability

No routine monitoring

Reversibility

Rapid onset of action

Little interaction with drugs
or food

Antidote available

%\QY&M%K%
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NOACs in AF

* reimbursement submissions of 3 new agents
~ apixaban (Eliquis)
~ dabigatran etexilate (Pradaxa)
~ rivaroxaban (Xarelto)

. sgbmisséons focused mostly on the comparison
0
— NOAC vs. VKA

» our goal: help to determine and present the
evidence for the differences between the
NOACs
— NOAC vs. NOAC

& BYEMSZI Nt i o

Content

e anticoagulation in AF

@

relative efficacy / effectiveness

cost-effectiveness
e B
summary / conclusions

& BYEMSZ Sty 200 Oigiatonel Dovelopment in Heallicare ano Medicine
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Approved indications

EMA FDA CA

apixaban

2,5mg
5mg

dabigatran

75 mg
110 mg
150 mg

rivaroxaban

5mg - - -

10 mg - - -
15mg
20mg

K&\\@YEM@KE Netional institule for O

\&‘RACCFIAHAIHRS ccs ESC
HADS, score O Aspirin or none® Evaluate further with CHAyDS,-VASc score; none or aspirin
CHADS; score 1 pirin or warfarin/ dabigatran®  Dabigatran/ warfarin® or aspirin  Evaluate further with CHADS,-VASc score
CHADS, score >2 Dabigatran or warfarin® Anticoagulation®
Not used O==none
1==anticoagulation or none
>1=anticoagulation

Guidelines

#

a: No prophylasiy may be appropriate in selected
. i . N

b: Dabigatran iy useful as an alternative to warfarin

“oung patients with no stroke risk factors.

ts; aspirin is & reasonable alterpative for some.
amnin K antagonists.
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s

Efficacy of NOACs vs. VKA

NOACSs attractive alternatives to warfarin / aspirin — PIVOTAL trial results
— apixaban:
= superior {stroke and mortality + major bleeding) vs VKA
«  similar with a bleeding risk va ASA
= better tolerability
« no reduction in ischemic stroke vs VKA
— dabigatran 150 mg:
« raduction of hemorrhagic, ischemic stroke and systemic embolism
« similar risk of major bleeding
« reduced risk of intracranial bleeding
« specific side effects
— dabigatran 110 mg:
= older patients and/or those with poor renal function
— rivaroxaban:
« non-inferior {stroke prevention + major bleeding)
« lower risk of intracranial bleeding
« higher rate of Gi blseding in this population
« once-daily regimen

& @veEmMsz [

 methods:

Relative efficacy / effectiveness

— systematic literature review:
» meta-analysis
» indirect comparison
— grey literature:
* expert opinions
* international HTAs
¢ international practice for reimbursement
» guides on practice

g\%,fgyﬁf\qui pe
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comparisons

dabigatran v dabigatran
150 mg :

rivaroxaban

Meta-analysis and ingirect‘

@ EYEMSZI

comparisons

Meta-analysis and indirect

AF ARISTOTLE

. Capodanno
i Cavdinl, 2072 Apt 8.

. s0s7E

| PELY,ROCKETAFR ARISTOTLE, Ghung 2011,
Csgsres | PETRO, Waitz 2010, NCTGH1138408, Yamashita'
TR 02 32

L HROCKET-AF

ROCKET-AF ARISTOTLE

ACE va W
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Meta-analysis and indirect

comparisons
e relative effectiveness

— results are not consistent
— no differences in mortality

. Boker | DOPM | eoberg | Lip tantha | Mitohelt
Zaceal
— stroke / IS stroke A L
Avs o1se [
TATOXOISE CAWR
N A D8 ve R

50 Dige DiEY

Dows R

s PAGE RSN
0 PAwDE
- A
IR

— major bleeding

AvsDIBO | A | A "
Avs D110 it } T

AvaR. : A A A 7y r
D80 vs R o

Do vs B |1

oM =Fal ool institiic for Qualiy ond Onganizaiional Development o Healthoare oud Medidie

e —

Meta-analysis and indirect

comparisons
* limitations
— populations

— different distribution of participating countries
(average level of TTR - differences in the
standards of care)

— open-label design / blinding
- follow-up periods

— on-treatment analysis / intention to-treat
analysis

—the end of study treatment

| Nations] s for Oueliye ond Orsshizational Bevelpment i Hedlificare and Medicine:

if;‘ \EBYEM%X%
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Content

@

anticoagulation in AF

relative efficacy / effectiveness

cost-effectiveness
Bl
summary / conclusions

& BYEMSZI

_ National instiute for Quality. end Gieanizational Devslopment n Healtheaie and Medic

Cost-effectiveness
« NOAC vs. NOAC

- the calculated health benefits differences
have uncertainty

* international HTAs

— NOAC vs. VKA may be cost-effective in
certain settings, e.g.
» patient with higher risk of stroke
= when VKA therapy can not be managed well

w evevez e
)
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Cost-effectiveness

» cost-effectiveness
— international health technology assessments,
e.g.
* CA: 2nd line

» NICE: recommended, rivaroxaban vs. population
on KVAnotin TTR

* SMC: TTR > 60% can be achieved in the majority
of patients

» NO: different settings (CHADS, score...)

= supporting materials for the real life and use
NOACSs in the practice

weEvEMsZI [

Content

e anticoagulation in AF

&

relative efficacy / effectiveness

cost-effectiveness
Bl
summary / conclusions

®

¢

w svevmsz | Qiisliy and Orgsnizational Developmient I Healtheare ahd Medifine:
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Budget impact

* AF epidemiology:
— prevalence increases with age, structural

heart diseases, hypertension, obesity,
diabetes, other chronic condition

» worldwide: 1-2% of the population

— in acute stroke patients would identify AF in 1
in 20 subjects

* Hungary: 2,37-2,67% in 2007-2009
— estimated population: 296 000 patients®

*Tomesanyi J et al. Orv. Hetil,, 2012, 153, 339-342.

& evevsz [T 2nd Organizational Development ia feaithcare and Medi

Budget impact

e population
— population: 1st/ 2nd line
— =300 000 patients with AF (2009)
—on treatment: 1/3 of patienis (how?)

— determine the population on VKA
- VKA: more indications
— data from pharmaceuticals turnover database
» by ICD (International Classification of Diseases)

ENCRCREC=F Al Natonal sttt for Quoliy- and Orgenizational Development in Healthcore and Medicines
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Budget impact

» calculating the possible budget

— different reimbursed percentage
* 70% or 90% (> 3x differences for patients)
* v.s. VKA 55%

— different market share: population size
« 1stline/ 2nd line

* raising the issue about the patient
selection

> compared to VKA treatment: >10x Bl

@ eversz DR e i

|
Content
e anticoagulation in AF
s relative efficacy / effectiveness
e cost-effectiveness
e Bj
¢ summary / conclusions
w myavsz JE and Organizational Development i Healthcare and Medicine:
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Summary

o differences in the approved indications

* guides are not consistent

 target population: large

 disease burden: high

« need for effective treatment (TTRI)

+ differences between the NOACs may exist
 uncertainty for the quantified health benefits

« premium prices” for NOAC vs. NOAC with poor
evidence

‘\‘;‘g EYEMEBE

Conclusions

« NOACs may have therapeutic advantages
BUT

* need to identify special subgroups

+ evidences support poorly price difference
between NOACs

» needs for guides in clinical practice

 reimbursement and regulation have to
support best practice - NOACs just for
patient who could benefit from it

w svemsz B iz for Oualitye and Orgenizational Development In Healthcore and Medicines

[ Notinal isiitute fo7 Qualiy and Organizational Developinent in Heslihcore ond Niedicines
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& BYEMSZI

Thank you for your
attention!

 Netonal [nstitite for Quaiity: and Orgenizational DeVelopment in Heslthcare aud Medicines
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3. R—5 UK

Agency for Health Technology Assessment in Poland: AHTAPol

[A. Healthcare system]

Overview of the healthcare system in your country

A-1.1. Financial resources for public medical service coverage are based

M Primarily on social health insurance fees
O Primarily on taxes

QO On something else (please specify: )

- NHIEREEFRIT National Health Fund (NHF) & FEIENL B, 1RIEE2TO A% DNAKIERBRTH N

—INTHEY ., REEIRITFED 9. 00% .

- BEIIGP ZBIRTEZ, 6 » I 1 EILOEETERY, FHIE LTEMEDOSZILGP
DRBIAR DT,

© P HDVIHEME~OIZIVIERIE LTTFES & HREDRE TH D,

- 2008 €E)>B DRG v AT AEA STz,

A-1.2. What is the role of private insurance companies?

O All individuals (or the majority) are covered by public healthcare system and few
people use private insurance.

O All individuals (or the majority) are covered by the public healthcare system, but
private insurance companies are often employed to decrease co—payment costs.

O Some individuals are covered only by the public healthcare system, while some are
covered only by private insurance

U Other (please specify: )

INSRBER FIWCARER 2245, FADEBIE NIF E BRI E /RS ENTE B,

A-1.3. Medical fees paid by patients (please specify if the system 1is more

complicated or has some exceptions):

[(i) clinic/ (ii) hospitall
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A-2.

L Employ a co—payment system, for which the payment rates is __% for elderly and _ %
for all others
O Employ a deductible system, for which the amount is __ for elderly and __ for all others

B Are basically non—existent (free of charge)

NRRERY—E A (GP, HEME, AR ITERTH D, 2ZL, FHRREFIIECAEDV,

Overview of drug pricing in your country

A-2.1. In your pricing system (Please specify if the system is more complicated

or has some exceptions),

[(i) Prescription only medicine/ (ii) Hospital only medicine/ (iii) Generics]

O Pharmaceutical companies set drug prices (with or without regulations).
B A governmental organization sets most drug prices.

O Another third-party organization (please specify: ) sets drug prices.

- PREE MEE LRI ICEEE R,

- BIEREERME E VR a2 T VU T AX— A OWTRERITV, REEORBEEES L
REZAT D, REKREIMEE LI OV TRERELIT O,

- MEEN—MTOWTIR, 2011 4R 5 A OERAM. FRIRENORE, ERERE OERICHE
THOERIZEVEDON TN D, ZOEEIC IV, EEREIX 2 4. 348, 5 FRFAERETH
b, BIED L A 2EP R —RITH 5,

- #BEZ B % (Economic Committee) DMl & EIRS ((EE R (100%, 70%, 50%PCEZEHIM (2, 3,
or b years)) LT 5,

- B ERE S, PUBEAIZR 13 100%EE S 11D,

- FEFIEIER R L ~DBEHR T E 2 ARt 2 BE B AR ITIER B0,

A—Z. 1. Method of drug pricing

Please elaborate on the details of the drug pricing system in your country.

(e. g., How drug prices are determined, referencing countries--)

[Prescription only medicine]/[Hospital only medicine]

- SMEREE B D WIZE PRSI EES A& AZE L HTA DR (AHTAPol A% 3xGDP 2 &
%” threshold price” ZEET3)IcE S,

- JRBTAEZESIIALLIZ L 5,

148



[Generics]
1 EEBOBRLERLD 25%LL BRI AERIND,
- 2FEBOBREL EHIT2B5%LL OB ZERINS,

A-2.3. Drug fees paid by patients (Please specify if the system is more

complicated or has some exceptions)
[(i) Prescription only medicine/ (ii) Hospital only medicine/ (iii) Generics]

B Employ a co—payment system for which the payment rate is __% for elderly and __% for
all others.

B Employ a deductible system for which the deductible is __ for elderly and __ for all
others.

O Are free of charge

- EEER 100%: HEEAERS, BISE, W< ODORMRE, EEORRES
- {EEER 70%: 30 B AN DIRE D72 DO IH|
- {EBER 0% F i

- BEAESEELBRBAI. B ERBENMERT A AL D 5,
- 1998 £ L0 SRMEEGIENEA S TEY (ATC level 5), ZRMlik L DETECDAHELE 22
B
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[B. HTA Organization]

B-1. When was the HTA organization or department established? (year)
2005 £ (fREBHER) IZRRE S 4L, 2009 FITIERICALE DIF 54172 (Act on health benefits
financed of public funds)

B-2. Objective and history of the organization

-Please list the objectives and the background history for the establishment of the HTA
organization or department.
-Please describe the business content of your organization or the HTA

organization or department.

© REEORDISIEC T, ERENCFRFCETIRBREDT.ODFREZREMETH LT

b5,
- BIEROBEIE, B MRBRINE S 2 729121 AHTAPol OFHEZ = 1 2T i b
Y,

 ETHEBIRNOIT ) ~VAT B T T M OWTHEHME AT 5, #UFBURIX AHTAPol DR %
TR E R 60, UKD Z LT LB EE TR,

&%

Step-wise proce

+ 2005 — launching AHTAPol by the ordinance of Ministry of Health in line
with Directive 89/105/EEC; capacity building under “Transparency of the
National Health System Drug Reimbursement Decisions” TF 2005 EC
project: proposals of structural and procedural improvements and HTA
involvement in Polish health care system

» June 2009 — Act on Health Care Benefits financed of public funds —
confirmation of the place of HTA in the system by setting the rules of
making decisions on coverage new health technologies under benefit
basket and desinvestment

» 01 Jan 2012 - Reimbursement Act:

1} set up more restrictive rules for financing drug technologies with ICER
threshold of 3xGDP per capita (2013: ~105 000 PLN=~25 000 euro),

2) rules for NHF budget for drug reimbursement growing up,

3) setting the limit for NHF budget for drugs: no more then 17%; when
overfilled ~ MAH obliged to pay-back;

+ Jan (?) 2014 — update of Reimbursement Act planned

Warsaw, November 26th, 2013 3

B-3. The organization is
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B-4.

B Governmental department or agency for HTA

QO Governmental department or agency for drug approval (e.g. FDA, EMEA)
O A national research institute

O Insurer

O Other (Please specify: )

Budget

B-4.1. Annual budget

How much are the annual budgets for the entire HTA organization or department and for

the division of economic evaluation?

FEMIF 1250 5 A2 F (=300 F—r=4 {&H)

B—4.2. Funding sources

- Does funding come from the government and/or others?
-Does funding come from pharmaceutical companies (or industry groups)?

- Do pharmaceutical companies pay for a review process?

- BRI B DI ALK 50%., D D 50% 3 EENSEERNC LA QU HEHTZY 25,000 =2—12),

Staff

B-5.1. Number of staff

- How many people work for your HTA organization or department?

- What percentage of the staff is administrative?

-How many people are involved in economic evaluation or health technology

assessment?
60 A, 55 45 ADSOHTIZEMR L. 156 Al administrative staff
B-5.2. Breakdown of the non—administrative staff

- How many non-administrative staff members (e. g., health economists, biostatisticians,

epidemiologists, ete.) work for your HTA organization or department?
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